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Abstract 

 Provide a summary of the study (recommended length: less than 500 words). 

Based on an internal system-wide review of mental health services and the Mental Health 
Action Plan submitted to Congress in November, 2011, OMHO has undertaken an effort to 
establish Behavioral Health Interdisciplinary Program teams (BHIPs), which are intended to 
provide General Mental Health (GMH) care throughout VA. The BHIP goal is to build effective 
interdisciplinary teams, which will provide the majority of care for Veterans in GMH. It is now 
expected that every VAMC establish at least one BHIP in the current initial phase (begun in late 
FY2013), and that the effort scale-up subsequently. Not surprisingly, progress has been 
uneven. 

In 2015 OMHO incorporated the collaborative chronic care model (CCM) as an evidence-based 
model by which to structure BHIPs. Consistent with BHIP goals, CCMs were developed to 
provide anticipatory, continuous, collaborative, evidence-based care. CCMs consist of 6 
elements: delivery system redesign, use of clinical information systems, provider decision 
support, patient self-management support, linkage to community resources, and healthcare 
organization support. Replicating Effective Programs with External Facilitation (REP-F) has 
been shown to be effective in implementing complex care models, including CCMs for MH, both 
within and beyond VHA.  

In conjunction with OMHO, we plan a project including both an operational program evaluation 
component (non-research) and a research component (see letter from Drs. Carroll and Weaver 
from OMHO).  The overall Specific Aim of the project is to evaluate the impact of REP-F in 
implementing CCM-based BHIPs.  

OMHO Operational Program (Non-Research) Evaluation Aim: At the invitation of leadership 
of volunteer VA medical centers, we will employ REP-F-based implementation to establish 
CCM-based BHIPs.  We will then evaluate the effectiveness of the process by monitoring 
OMHO national BHIP clinical fidelity measures. The results of this program evaluation activity 
will be provided to OMHO and medical center leadership. 

Research Aims & Hypotheses:  We hypothesize that BHIP implementation using REP-F will 
be accompanied by higher provider ratings of the presence of CCM elements by front-line BHIP 
providers in qualitative analysis of semi-structured interviews.  Secondarily, we will utilize 
standard qualitative analytic techniques of the provider interview data to identify barriers and 
facilitators to BHIP implementation. These provider-focused research activities are referred to 
as “Study 1” in the sections below. In addition, we hypothesize that BHIP implementation using 
REP-F will be accompanied by Veterans rating their care as more consistent with the CCM, and 
by improved Veteran health status. These Veteran-focused research activities are referred to as 
“Study 2” in the sections below.  

Note that this CIRB application addresses only these two specific research activities, described 
as Study 1 and Study 2 under the “Research Aims & Hypotheses” immediately above.  The 

facilitation evaluation activities, described under “OMHO Operational Program (Non-Research) 
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Evaluation Aim” above are operational activities undertaken at the request of the OMHO and 

are therefore NOT considered research (See letter from Drs. Weaver and Carroll Appendix 2).  
Since our original submission of this protocol, additional guidance from the Office of Research 
Oversight has become available regarding the interface of quality improvement program 
evaluation and research; this has led us to reclassify our Veteran assessments (Study 2) as 
research due to the extent of data collected.  We have therefore submitted this revised protocol.  
Similar combined operational program evaluation plus research activities were undertaken as 
part of QUERI RRP #13-237/VA CIRB 13-48, which is conducted under the regulatory oversight 
of the VA Central IRB.  

 
In terms of specific procedures, as part of the OMHO national BHIP rollout we will provide  
REP-F facilitation support to 9 volunteer VAMCs identified by OMHO.  Due to limited resources, 
we will stagger the timing of REP-F facilitation support, starting three VAMCs at each of six-
month intervals, with the start time randomly assigned in conjunction with OMHO.  Each site will 
receive REP-F facilitation support for 12 months, and non-research program evaluation data will 
be collected at several points before, during and after that time. 
 

Research interview data will be collected from consenting providers prior to and after 12 months 
of REP-F facilitation support (Study 1).  Interview data will be analyzed qualitatively; utilizing 
both directed content analysis to identify CCM elements in use as well as grounded thematic 
analysis to identify implementation barriers and facilitators. Veteran interview data will be 
collected from consenting Veterans on three occasions: prior to REP-F facilitation support, 
midway through the 12 months of REP-F facilitation support, and at the conclusion of the 12 
months of REP-F facilitation support (Study 2). These Veteran interview data will be analyzed 
quantitatively.  
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List of Abbreviations 

BHIP: Behavioral Health Interdisciplinary Program, an OMHO-mandated system redesign for 
general mental health service delivery.  

BAA: Business Associates Agreement. 

CDW: Corporate Data Warehouse. 

CAVHS: Central Arkansas Veterans Healthcare Systems-NLR located in North Little Rock, 
Arkansas. 

CCM: Collaborative Chronic Care Model, an evidence-based model for system redesign 
developed for primary care and now evidence-based for mental health care across primary and 
specialty care systems; serves as the system redesign model for the investigators’ work to 

establish BHIPs in volunteer VAMCs. 

CDW: Corporate Data Warehouse 

CHOIR: The HSRD Center of Innovation at VA Boston and the Bedford VAMC, The Center for 
Healthcare Organization and Implementation Research, formerly the HSRD Centers of 
Excellence at VABHS and Bedford, COLMR and CHQOER.   

DUA: Data Use Agreement. 

EMIC: Ethnographic Methods and Implementation Core, an internal VA transcription service 
located at the VA Iowa City Healthcare System.  

GLM: General Linear Model analysis.  

GMH: General Mental Health clinics, established at every VAMC and the typical portal of entry 
to mental health specialty services for most Veterans with mental health needs. 

IIR: Investigator-Initiated Research, the HSRD equivalent of a “Merit” grant award. 

OMHO: Office of Mental Health Operations (10-NC5). Note that this office was renamed to the 
Office of Mental Health and Suicide Prevention (OMHSP) in 2017. OMHO will be used 
throughout for historical accuracy. 

PACIC: Patient Assessment of Chronic Illness Care.  

PACT: Patient-Aligned Care Teams, the mandated system redesign effort to restructure service 
delivery in primary care. 

PHI: Protected Health Information 

PII: Personally identifiable information. 

PVAMC: CPL. Michael J. Crescenz VA Medical Center (Philadelphia) 
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Q-LES-Q: Quality of Life, Enjoyment, and Satisfaction Questionnaire 

QUERI: VA Quality Enhancement Research Initiative. 

RCT: Randomized controlled trial. 

REDCap: the Research Electronic Data Capture system 

REP-F: Replicating Effective Programs with Facilitation, an evidence-based implementation 
strategy utilized to support system redesign efforts within and beyond VA. 

RRP: QUERI Rapid Response Project funding mechanism. 

SCRSSN: Scrambled social security number. 

TBBH QUERI: QUERI Program for Team-Based Behavioral Health, a set of projects led by Co-
Principal Investigators JoAnn Kirchner and Mark Bauer funded by QUERI to facilitate and 
investigate various aspects of team-based behavioral health care.  This study is one of the 
projects. 

VABHS: VA Boston Healthcare System. 

VAWNYHCS: VA Western New York Healthcare System 

VR-12: Veterans Rand 12-item Social Functioning measure.  



  Version 12 Amended (2-16-18) VA Central IRB Protocol Template – version 10/26/2012 Page 7 of 43 
 

 

Contents 
Protocol Title: Hybrid Controlled Trial to Implement Collaborative Care in General Mental Health
 8 

1.0 Study Personnel .............................................................................................................. 8 

2.0 Introduction ....................................................................................................................13 

3.0 Objectives ......................................................................................................................20 

5.0 Study Procedures ...........................................................................................................25 

5.1 Study Design ...................................................................................................................26 

5.2 Recruitment Methods.......................................................................................................32 

5.3 Informed Consent Procedures .........................................................................................34 

5.4 Inclusion/Exclusion Criteria ..............................................................................................35 

5.5 Study Evaluations ............................................................................................................35 

5.6 Data Analysis ..................................................................................................................36 

5.7 Withdrawal of Subjects ....................................................................................................38 

6.0 Reporting ............................................................................................................................38 

7.0 Privacy and Confidentiality .............................................................................................38 

8.0 Communication Plan ......................................................................................................39 

9.0  References .........................................................................................................................40 

 

  



  Version 12 Amended (2-16-18) VA Central IRB Protocol Template – version 10/26/2012 Page 8 of 43 
 

Protocol Title: Hybrid Controlled Trial to Implement Collaborative 
Care in General Mental Health      

 

1.0 Study Personnel 
 

• Provide name, contact information, and affiliations/employee status for the 
following: 
 
Principal Investigator/Study Chair:  

 
Mark Bauer, MD 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-6380 
Fax: 857-364-6140 
Email: Mark.Bauer@va.gov 
Mailing Address: 
150 South Huntington Avenue (152M) 
Boston, MA  02130 

 
Co-Investigators:    
  
 Martin P. Charns, DBA 

Role: Co-Investigator 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-4945 
Fax: 857-364-6140 
Email: Martin.Charns@va.gov 
Mailing Address: 
150 South Huntington Avenue (152M) 
Boston, MA  02130 

 
Anashua Rani Elwy, PhD 
Role: Co-Investigator  
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-4944 
Fax: 857-364-4511 
Email: Rani.Elwy@va.gov 
Mailing Address: 
150 South Huntington Avenue (152-C) 
Boston, MA  02130 
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Robert Lew, PhD 
Role: Co-Investigator 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-6278 
Fax: 857-364-4424 
Email: Robert.Lew2@va.gov 
Mailing Address: 
150 South Huntington Avenue (MAVERIC) 
Boston, MA  02130 

 
 
Christopher Miller, PhD 
Role: Co-Investigator, Facilitation Intervention Lead 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-5688 
Fax: 857-364-6140 
Email: Christopher.Miller8@va.gov 
Mailing Address:  
150 South Huntington Avenue (152M) 
Boston, MA  02130 
 

 
Bo Kim, PhD 

 Role: Co-Investigator 
Affiliation:  VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone:  857-364-4867 
Fax:  857-364-6140 
Email: Bo.Kim@va.gov 
Mailing Address: 
150 South Huntington Avenue (152M) 
Boston, MA  02130 
 

  Jennifer L. Sullivan, PhD 
  Role: Co-Investigator 

Affiliation:  VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone:  857-364-5298 
Fax:  857-364-6140 
Email: Jennifer.Sullivan@va.gov 
Mailing Address: 
150 South Huntington Avenue (152M) 
Boston, MA  02130 
 
Samantha L. Connolly, PhD 
Role: Co-Investigator 
Affiliation: VA Boston Healthcare System 
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Employment Status: 
Phone: 857-364-5987 
Fax: 857-364-6140 
Email: Samantha.Connolly@va.gov 
Mailing Address: 8/8ths VA 
150 South Huntington Avenue (152M) 
Boston, MA 02130 
 

  JoAnn Kirchner, MD 
  Role: Co-Investigator, LSI at Little Rock 
  Affiliation: Central Arkansas Veterans Healthcare Systems - NLR 

Employment Status: 8/8ths VA 
Phone: 501-267-1719 
Fax: 501-257-1703 
Email: JoAnn.Kirchner@va.gov 

  Mailing Address: 
  2200 Fort Roots Drive, Building 58 
  North Little Rock, AR 72114 
 
  Karen Drummond, PhD 
  Role: Co-Investigator 
  Affiliation: Central Arkansas Veterans Healthcare Systems - NLR 

Employment Status: 8/8ths VA 
Phone: 949-293-9223 
Fax: 501-257-1703 
Email: Karen.Drummond@va.gov 

  Mailing Address: 
  2200 Fort Roots Drive, Building 58 
  North Little Rock, AR 72114 
 
 
  Laura O. Wray, PhD 
  Role: Co-Investigator, LSI at VA Western New York HCS 
  Affiliation: VA Western New York Healthcare System 

Employment Status: 8/8ths VA 
Phone: 716-862-8598 
Fax: 716-862-6734 
Email: Laura.Wray@va.gov 
Mailing Address: 
3495 Bailey Avenue 
Buffalo, NY 14215 

 
  David W. Oslin, MD 
  Role: Co-Investigator, LSI at Philadelphia VA Medical Center 
  Affiliation: CPL. Michael J. Crescenz VA Medical Center (Philadelphia) 
  Employment Status: 8/8ths VA 
  Phone: 215-823-5894 
  Fax: 215-823-4123 
  Email: Dave.Oslin@va.gov 
  Mailing Address: 
  3900 Woodland Avenue Mailstop 116 
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  Philadelphia, PA 19104 
 
 
Other Study Staff 

 
Kelly Stolzmann, MS 
Role: Programmer Analyst 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-5355 
Fax: 857-364-6140 
Email: Kelly.Stolzmann@va.gov 
Mailing Address: 
150 South Huntington Avenue (152M) 
Boston, MA  02130 

 
 

Jeffery Pitcock, MPH 
Role: Data Analyst, Interviewer 
Affiliation: Central Arkansas Veterans Healthcare System – NLR 
Employment Status: 8/8ths VA 
Phone: (501) 257-1969 
Fax: (501) 257-1707 
Email: Jeffery.Pitcock@va.gov  
Mailing Address: 
2200 Fort Roots Drive, Building 58  
North Little Rock, AR 72114 
 
Rachel Riendeau, BA 
Role: Project Manager, Quantitative Data Lead 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-6104 
Fax: 857-364-6140 
Email:Rachel.Riendeau@va.gov 
Mailing Address: 
150 South Huntington Avenue 
Boston, MA 02130 
 
Alicia Williamson, BA 
Role: Research Assistant 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: 857-364-6302 
Fax: 857-364-6140 
Email:Alicia.Williamson@va.gov 
Mailing Address: 
150 South Huntington Avenue 
Boston, MA 02130 
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Lee Bernstein, BA 
Role: Research Assistant 
Affiliation: VA Western New York Healthcare System 
Employment Status: 8/8ths VA 
Phone: 716-862-5306 
Fax: 716-862-6734 
Email: Lee.Bernstein@va.gov 
Mailing Address: 
3495 Bailey Avenue 
Buffalo, NY 14215 

 
April Eaker, BA 
Role: Research Assistant 
Affiliation: VA Western New York Healthcare System 
Employment Status: 8/8ths VA 
Phone: 716-862-6026 
Fax: 716-862-6734 
Email: April.Eaker@va.gov 
Mailing Address: 
3495 Bailey Avenue 
Buffalo, NY 14215 
 
 
Michael Owings, BS 
Role: Research Assistant 
Affiliation: VA Western New York Healthcare System 
Employment Status: 8/8ths VA 
Phone: 716-862-8590 
Fax: 716-862-6734 
Email: Michael.Owings2@va.gov 
Mailing Address: 
3495 Bailey Avenue 
Buffalo, NY 14215 
 
Lauren Rodriguez, BA 
Role: Research Assistant/Interviewer 
Affiliation: VA Western New York Healthcare System 
Employment Status: WOC 
Phone: 732-492-9783 
Fax: 716-862-6734 
Email: Lauren.Rodriguez2@va.gov 
Mailing Address: 
3495 Bailey Avenue 
Buffalo, NY 14215 
 
Ashley Hagerty, BS 
Role: Research Assistant 
Affiliation: CPL. Michael J. Crescenz VA Medical Center (Philadelphia) 

  Employment Status: 8/8ths VA 
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  Phone: 215-823-5800 x3190 
  Fax: 215-823-4123 
  Email: Ashley.Hagerty@va.gov 
  Mailing Address: 
  3900 Woodland Avenue Mailstop 116 
  Philadelphia, PA 19104 
 
  Shefali Sanyal, MS, CCRP 
  Role: Research Assistant 

Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: (857) 364-6236 
Fax: 857-364-4486   
Email:Shefali.Sanyal@va.gov 
Mailing Address: 
150 South Huntington Avenue 
Boston, MA 02130 
 
Allie Silverman, BA 
Role: Research Assistant 
Affiliation: VA Boston Healthcare System 
Employment Status: 8/8ths VA 
Phone: (857) 364-4614 
Fax: 857-364-6140 
Mailing Address: 
150 South Huntington Avenue 
Boston, MA 02130 

2.0 Introduction 
 

A. Scientific Background 

A.1. Gaps in Outpatient Mental Health Outcomes and Quality.  Mental health conditions 
affect 46.6% of Americans during their lives, and impact 26.6% in any given year1.  Outcome for 
mental health conditions is suboptimal, and care coordination is problematic both within and 
beyond VHA2,3.  While it is difficult to link individual care processes to suboptimal outcomes 
across diagnoses, multicomponent care models that emphasize care coordination and 
evidence-based care have been shown to improve health outcomes for individuals across a 
variety of mental health conditions (Section A.3.). 

Given the need to improve outcome and care coordination for mental health conditions, VHA 
has established norms for recovery-oriented mental health care throughout VHA4, and invested 
heavily in mental health over the past decade.5  At Senate hearings in 2011 the Committee on 
Veterans’ Affairs has asked for an assessment of the impact of this investment, as well as plans 
for maximization of these resources5.  In parallel, the Office of Mental Health Operations 
(OMHO) commissioned a VHA-wide assessment of mental health care delivery, supplemented 
by a report by the VA Office of Inspector General in Spring, 2012, on mental health access6.  
These assessments found clear opportunities for improvement, particularly around access to 
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and coordination of services (Drs. Mary Schohn & Kendra Weaver (OMHO), oral & written 
communications, February-March, 2013).  Recognizing opportunities for improvement, OMHO 
launched an effort to enhance delivery of mental health care, focusing in particular on outpatient 
General Mental Health (GMH) care. GMH is the typical portal of entry for Veterans requiring 
specialty mental health services; for instance, in VISN 1 the number of Veterans seen in each 
VAMC’s GMH clinics ranges from 3,500-8,000 per year (Dr. Craig Coldwell, VISN 1 MH Lead, 
oral communication, April, 2013). 
 
A.2. Behavioral Health Interdisciplinary Program Teams (BHIPs).  In 2012 OMHO began a 
high priority effort to enhance care coordination in GMH care with the ambitious goal of 
establishing at least one interdisciplinary GMH team in every VAMC, beginning in late FY2013.  
The intent is that this team-based structure will spread and become the norm for GMH care in 
VHA, as GMH care is not typically team-based.  These teams, called Behavioral Health 
Interdisciplinary Program teams (BHIPs), do not utilize a single care model.  Rather, BHIPs are 
operationalized at the facility level to achieve the goal of building effective, interdisciplinary GMH 
teams at all VHA facilities that will provide the majority of mental health care necessary for a 
panel of assigned Veterans (OMHO, loc. cit.).  National BHIP foci include the provision of 
continuous access to recovery-oriented, evidence-based care, emphasizing population-based 
care, consistent with the VA’s Handbook on Uniform Mental Health Services in Medical Centers 
and Clinics4.  It is planned that each BHIP will care for a panel of ~1,000 Veterans with 5-7 
FTEE, including a mixture of licensed independent practitioners, clerical support, and non-
licensed clinical support personnel (OMHO, loc. cit.). 

In 2012, several pilot BHIPs across 4 VISNs were commissioned with support from OMHO.  In 
2013-14, a collaborative learning program linked these pilot BHIPs with one VAMC from each 
VISN.  Nationally, however, despite centralized dissemination support from OMHO (monthly 
technical assistance calls, extensive SharePoint materials, ad hoc consultation), not all VAMCs 
are making progress.  Similar to the PACT roll-out, many sites are struggling with how best to 
form their teams and establish team-based care (Kendra Weaver, OMHO, written & oral 
communications, 2014).  

Throughout these efforts, no single care model has been adopted, nor has a single 
implementation strategy.  The advantage to this is that individual VAMCs have flexibility to 
respond to local conditions in pursuing OMHO goals.  However, the challenge is that while the 
overall goals are clear, there is no certainty that VAMCs will employ evidence-based models—

for either the care model intervention or the implementation strategy.  Following the PARIHS 
implementation model, which identifies evidence, context, and facilitation as key considerations 
in the implementation process7,8, we along with OMHO leaders (see letter Appendix 2) propose 
that OMHO efforts to establish BHIPs can be enhanced by an evidence-based care model that 
can be adapted to site-specific contextual factors when implemented with external facilitation to 
support local efforts. 

A.3. Collaborative Chronic Care Models (CCMs) as an Evidence-Based Model for BHIPs.  
Collaborative chronic care models (CCMs) provide an evidence-based and well-
operationalized—yet flexible—model that can address OMHO needs by informing the BHIP 
effort.  CCMs, as initially articulated by Wagner and colleagues9,10 and subsequently as part of 
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the Robert Wood Johnson Improving Chronic Illness Care initiative11, represent a model of care 
that consists of several or all of six components: work role redesign, use of clinical information 
systems, provider decision support, patient self-management support, linkage to community 
resources, and health care leadership and organization support e.g.,9,10,12-14.  Examples of how 
CCM elements can be operationalized are provided in the following Table.  
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CCM Goal: Anticipatory, Continuous, Evidence-Based, Collaborative Care via… 

Work Role 
Redesign 

Self-
Management 
Support for 
Individuals in 
Treatment 

Decision 
Support 

Information 
Management 

Community 
Linkages 

• Care 
Management 

• Access-
Driven 
Scheduling 

• Activated 
Follow-Up 

• Incorporation 
of the 
Individual’s 
Values and 
Skills 

• Shared 
Decision-
Making  

• Self-
Management 
Skills 

• Behavioral 
Change 
Interventions 

• Provider 
Education 

• Practice 
Guidelines 

• Specialty 
Consultation 

• Population: 
Registry 
 

• Provider: 
Reminders 

• Outcome 
Tracking 

• Feedback 
• Integrated 

Care Plans 

• Additional 
Resources 

• Peer-
Based 
Support 

Organizational Leadership and Support 

 

Multiple randomized 
controlled trials indicate 
that CCMs improve 
outcomes for various 
chronic medical 
illnessese.g.,12-14 and 
depression treated in 
primary care15,16. CCM 
principles have informed 
Primary Care-Mental 
Health Implementation 
efforts such as 
TIDESe.g.,17. Dr. Bauer’s 

work in bipolar disorder 
was the first effort to 
establish CCMs in GMH care (rather than primary care), in both a VA Cooperative Study18 and 
an NIMH-funded multi-site randomized controlled trial (RCT) in a staff-model HMO19.  Both 
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RCTs demonstrated that CCMs improved mental health outcomes at little19 to no18 added cost.  
Additional work has extended these findings, focusing on improving physical health outcomes in 
bipolar disorder20-22, and broadening the model to mood disorders in general23.  These efforts 
have resulted in the endorsement of CCMs in two national practice guidelines for bipolar 
disorder, including VA/DoD guidelines24,25, and listing on the SAMHSA National Registry of 
Evidence-Based Programs and Practices26.  Additionally, in 2011 the VA Office of Telehealth 
Services, supported by Mental Health Services and OMHO, established a telehealth version of 
the bipolar CCM, the Bipolar Disorders Telehealth Program, now active in 16 sites across 7 
VISNs and 10 states with over 460 consults received. Thus the investigator team has extensive 
experience in establishing, adapting, and testing CCMs in both research and clinical contexts. 

Of substantial relevance to BHIP efforts, our meta-analytic work indicates that CCMs have 
robust effects in a variety of mental health conditions and across both primary care and 
specialty care settings in RCTs27.  Meta-analyses indicated significant CCM effects across 
disorders and care settings in depression, mental and physical quality of life, and social role 
function (d=0.20-0.33); total healthcare costs did not differ from controls.  Note that the health 
outcome effect sizes likely indicate the lower bound for CCM effects, since the meta-analyses 
included only unadjusted analyses and included under-powered secondary analyses.  
Subsequent work with cumulative meta-analysis and meta-regression28, indicates that the 
modal CCM in RCTs has employed the first four elements listed above, with no single element 
either essential or superfluous to the model.  Moreover, effect sizes for depression and mental 
and physical quality of life have stabilized in the range of, respectively, 0.20 (0.04-0.36), 0.33 
(0.17-0.49) and 0.31 (95%CI: 0.14-048)(Figure above)28.  It should be noted that while a number 
of individual RCTs have enrolled mixed diagnostic groups29-36, the majority have dealt with 
single conditions.  Moreover, RCTs included in the above meta-analyses and published since 
show mixed results for conditions that typically require specialty-level care in VHA, particularly 
PTSD36-39 and substance use disorders40.  However, it is notable that these RCTs aimed to 
manage these conditions within primary or general care, while CCMs implemented in GMH 
could be oriented toward facilitating the transition of such patients to specialty programs while 
enhancing coordination of care. 

A.4. Implementing the CCM: Replicating Effective Programs with External Facilitation 
(REP-F).  In addition, we have done substantive work in the implementation of CCMs using the 
CDC’s Replicating Effective Programs (REP) implementation strategy.  REP was developed to 
translate effective HIV prevention strategies into practice for community-based organizations41.  
To our knowledge, we have been the first to apply REP strategies in healthcare organizations42-

44 both in establishing VA Bipolar Telehealth as a multi-VISN CCM, and as part of a two-state, 
five-site CCM implementation RCT (NIMH R-01-MH079994; PI: Amy M. Kilbourne). 

We have chosen REP for our work from among many implementation frameworks because of 
its detailed articulation of concrete implementation actions arrayed across four stages: 
assessing Preconditions, Pre-Implementation preparation, Implementation, and post-
implementation Maintenance.  Major activities include development of site-specific Packaging of 
an intervention supported by provider Training and ongoing Technical Assistance to support 
intervention use.  Classically, REP has focused primarily on maximizing fidelity to the 
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intervention41, while our work has augmented REP with an External Facilitation component45,46 
to enhance provider buy-in and capability in order to establish and reinforce desired norms, and 
to achieve broader organizational support by identifying and aligning organizational incentives to 
the implementation efforts42,43,45-48.  Specifically, external facilitators help providers to address 
organizational barriers and foster ongoing relationships with organizational leadership to 
promote buy-in by ensuring alignment of REP efforts to organizational goals and priorities43,46-48.   

In terms of preliminary data regarding REP in combination with External Facilitation, we 
randomized five sites in Michigan or Colorado to implement the bipolar CCM via REP with 
External Facilitation (REP-F) vs. REP with minimal technical assistance to support CCM use.  
After six months we assessed two types of fidelity monitors, focusing on specific, protocol-
determined18 components: treatment receipt and treatment competency. Sites receiving REP-F 
demonstrated 2.6-fold more total care management contacts and their patients were 7.2 times 
more likely to receive sessions with adequate treatment fidelity44.  Thus REP-F demonstrates 
the ability to enhance fidelity to CCM in community practices, even compared to a “lighter” 

version of REP.  Of additional importance, REP-F has also been shown to improve outcomes in 
a program geared to improving population-level outcomes in VA49. 

 

B. Significance 

We are working in partnership with OMHO and QUERI to improve Veteran health status and 
quality of care by supporting the implementation of team-based collaborative care for Veterans 
with mental health conditions, and to support OMHO’s efforts to develop the most effective 

implementation strategy for doing so. 

In summary, our team is well positioned to assist OMHO in their efforts to implement CCM-
based BHIP teams nationally.  In discussions with OMHO, it was decided that the next logical 
step is to conduct a program evaluation with volunteer VAMCs that desire implementation 
assistance to establish their BHIP teams.  Because of limited implementation workforce, and in 
view of OMHO’s desire for empirical evidence that this type of implementation support is worth 
their investment, it is planned to randomly assign sites to the timing of REP-F implementation 
support using a stepped wedge design 50,58-60. Thus we will conduct a randomized program 
evaluation under the sponsorship of OMHO, supplemented by funding from VA Quality 
Enhancement Research Initiative (QUERI), which will provide implementation support utilizing 
REP-F and assess impact on national BHIP fidelity measures. We will also conduct a research 
study to assess BHIP provider perceptions of BHIP care according to the CCM elements (Study 
1) and assess program impact on Veteran perceptions of collaborativeness of care and health 
status (Study 2). 

This project is clearly aligned with the highest priorities of OMHO, as articulated by Dr. Schohn 
in Senate hearings:  “VHA’s actions prescribe mental health teams; staffing plans based on 

approved patient panel sizes; and measureable improvement of patient-centered outcomes for 
depression, PTSD, suicide, substance use, and mental health recovery.”5  Notably, this program 
evaluation effort represents a unique and time-sensitive opportunity to incorporate a highly 
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evidence-based care model into the early implementation stages of a national initiative before 
the roll-out is completed.   Since this project utilizes no externally funded staff beyond 
implementation support, results will be readily translatable into operational guidance for OMHO.  
Meanwhile, our work will provide a more intensive intervention for struggling sites.  These 
synergistic efforts will place OMHO on even stronger footing to respond to diverse site needs as 
their nationwide initiative continues. 

Regarding research contribution to implementation science, we recall that the fundamental 
insight that led to the development of CCMs was that improving individual care processes did 
not reliably improve health outcomes in target populations9,10.  This is not surprising in light of 
evidence that healthcare represents a complex adaptive system rather than a simple 
mechanical system51,52.  That is, healthcare represents a group of human beings working more 
or less together who “have the freedom and ability to respond to stimuli in many different and 
fundamentally unpredictable ways”52,p310.  Thus the fundamental approach to change is not to 
specify behavior in more and more detail “to make the human parts act more mechanical”52,p310 
but rather to create the conditions under which clinician behavior develops solutions that will 
lead to more effective care.  It will be extremely informative to characterize and analyze front-
line participating providers’ perceptions of the degree to which the CCM was successfully 

implemented, and the barriers and facilitators of its implementation.   

 

C.  Target Population including Vulnerable Populations   

Study 1 (Providers) 

Our research evaluation will sample providers based on BHIP membership.  Regarding 
providers, we are well aware that they as employees represent a vulnerable population, having 
worked with this population in the IRB-approved Collaborative Care for Returning Veterans 
study 53, and will take care to prevent both coercion to participate and compromise of 
confidentiality.  

Foundational work for the BHIP project was conducted during a QUERI-funded study, RRP #13-
237, for which the VA Central IRB has regulatory oversight (VA CIRB 13-48). For that study, as 
well as the current project, the implementation processes are considered operations, and 
therefore not subject to IRB oversight, while the provider assessments are considered research 
(see letter from Drs. Weaver and Carroll of OMHO Appendix 2).  Specifically, the formation of a 
BHIP team is an operational decision by an individual VAMC, and employees cannot 
necessarily opt in or out as part of the research process.  

Study 2 (Veterans) 

We will assess patient-level process and health outcome measures at the population level by 
utilizing the recruitment and telephone interview procedures as described below.  For this 
strategy we will use Corporate Data Warehouse (CDW) data to identify all Veterans seen in the 
prior year by BHIP providers. We will exclude individuals with an encounter for a diagnosis of 
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dementia in the prior year, and determine how well the racial, ethnic, and gender distribution of 
the interviewed sample resembles that of the population from which it was drawn. 

3.0 Objectives 
A. Specific Aims 

Based on an internal system-wide review of mental health services and the Mental Health 
Action Plan submitted to Congress in November, 2011, OMHO has undertaken an effort to 
establish Behavioral Health Interdisciplinary Program teams (BHIPs), which are intended to 
provide General Mental Health (GMH) care throughout VA. The BHIP goal is to build effective 
interdisciplinary teams, which will provide the majority of care for Veterans in GMH. It is now 
expected that every VAMC establish at least one BHIP in the current initial phase (begun in late 
FY2013), and that the effort scale-up subsequently. Not surprisingly, progress has been 
uneven. 

In 2015 OMHO incorporated the collaborative chronic care model (CCM) as an evidence-based 
model by which to structure BHIPs. Consistent with BHIP goals, CCMs were developed to 
provide anticipatory, continuous, collaborative, evidence-based care. CCMs consist of 6 
elements: delivery system redesign, use of clinical information systems, provider decision 
support, patient self-management support, linkage to community resources, and healthcare 
organization support. Replicating Effective Programs with External Facilitation (REP-F) has 
been shown to be effective in implementing complex care models, including CCMs for MH, both 
within and beyond VHA.  

In conjunction with OMHO, we plan a project including both an operational program evaluation 
component (non-research) and a research component (see letter from Drs. Carroll and Weaver 
of OMHO).  The overall Specific Aim of the project is to evaluate the impact of REP-F in 
implementing CCM-based BHIPs.  

OMHO Operational Program (Non-Research) Evaluation Aim: At the invitation of volunteer 
VA medical centers, we will employ REP-F-based implementation to establish CCM-based 
BHIPs.  We will then evaluate the effectiveness of the process by monitoring OMHO national 
BHIP clinical fidelity measures. The results of this program evaluation activity will be provided to 
OMHO and medical center leadership. 

Research Aims & Hypotheses:  We hypothesize that BHIP implementation using REP-F will 
be accompanied by higher provider ratings of the presence of CCM elements by front-line BHIP 
providers in qualitative analysis of semi-structured interviews.  Secondarily, we will utilize 
standard qualitative analytic techniques of the provider interview data to identify barriers and 
facilitators to BHIP implementation. These provider-focused research activities are referred to 
as “Study 1” in the sections below. In addition, we hypothesize that BHIP implementation using 
REP-F will be accompanied by Veterans rating their care as more consistent with the CCM, and 
by improved Veteran health status. These Veteran-focused research activities are referred to as 
“Study 2” in the sections below. 
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Note that this CIRB application addresses only these two specific research activities, described 
as Study 1 and Study 2 under the “Research Aims & Hypotheses” immediately above.  The 

other activities, described under “OMHO Operational Program (Non-Research) Evaluation Aim” 

above are operational activities undertaken at the request of the OMHO and are therefore NOT 
considered research (See letter from Drs. Weaver and Carroll Appendix 2).    Since our original 
submission of this protocol, additional guidance from the Office of Research Oversight has 
become available regarding the interface of quality improvement program evaluation and 
research; this has led us to recognize that our patient assessments (Study 2) are more 
appropriately classified as research due to the extent of data collected.  We have therefore 
submitted this revised protocol.  Similar combined operational program evaluation plus research 
activities were undertaken as part of QUERI RRP #13-237, which is conducted under the 
regulatory oversight of the VA Central IRB (VA CIRB 13-48).  

In terms of specific procedures, as part of the OMHO national BHIP rollout we will provide  
REP-F facilitation support to 9 volunteer VAMCs identified by OMHO.  Due to limited resources, 
we will stagger the timing of REP-F facilitation support, starting three VAMCs at each of six-
month intervals, with the start time randomly assigned in conjunction with OMHO.  Each site will 
receive REP-F facilitation support for 12 months, and non-research program evaluation data will 
be collected at several points before, during and after that time. 
 

Research interview data will be collected from consenting providers prior to and after 12 months 
of REP-F facilitation support (Study 1).  Interview data will be analyzed qualitatively; utilizing 
both directed content analysis to identify CCM elements in use as well as grounded thematic 
analysis to identify implementation barriers and facilitators. Veteran interview data will be 
collected from consenting Veteran patients on three occasions: prior to REP-F facilitation 
support, midway through the 12 months of REP-F facilitation support, and at the conclusion of 
the 12 months of REP-F facilitation support (Study 2). These Veteran interview data will be 
analyzed quantitatively.  

4.0. Resources and Personnel 

A.   Research Sites 

Research will be conducted by investigators at VABHS, CAVHS, VAWNYHCS and PVAMC.  All 
data will be collected by investigators at these sites and stored only at these sites.  The nine 
VAMCs that have volunteered to utilize REP-F implementation methods to establish a BHIP 
based on CCM principles will not be engaged in research.  We consider these 9 sites to be not 
engaged in the conduct of research, as described in the U.S. Department of Health and Human 
Services, OHRP, Guidelines on Engagement of Institutions in Human Subjects Research, 
particularly Section III.B, and as was the case for the Central IRB-approved RRP #13-237/VA 
CIRB 13-48 (http://www.hhs.gov/ohrp/policy/engage08.html). 
 
Sites whose roles are limited to providing subjects for this research project are considered not 
engaged in research (though of course VABHS, CAVHS, VAWNYHCS, and PVAMC are 
engaged in research by virtue of their investigators on the study).  Specifically, for Study 1 the 
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nine VAMCs will provide information about the study to the population of eligible providers.  For 
Study 2, the nine VAMCs will provide relevant clinic names from which the Veteran sample will 
be drawn by investigators at VABHS.  They will release information to the investigators on 
potential subjects, including identifiable information; however, the provision of such information 
is consistent with VAMC operational (non-research) duties, such as they would do for External 
Peer Review, OMHO reviews, and other internal business or clinical operational tasks.  Their 
staff will not conduct interviews, provide interventions, or consent subjects.  Furthermore, their 
role in providing information will not merit professional recognition or publication authorship of 
study results. We will notify facility leadership before we engage in any recruitment activities or 
conduct the telephone interviews.  

 

For the prior RRP, the Central IRB determined that the participating VAMCs that request 
facilitation support to establish a BHIP are not engaged in research.  This is because, while the 
site is providing information on the overall population of interest (employees involved in BHIP, 
BHIP clinics from which subjects are drawn), the actual sample recruitment will be done by 
investigators at the Boston and North Little Rock VAMCs.  This decision follows the principles 
described in the U.S. Department of Health and Human Services, Office of Human Research 
Protection, Guidelines on Engagement of Institutions in Human Subjects Research, October 16, 
2008, particularly Section III.B.  Study 1 research activities, i.e. interviews with providers, will be 
conducted by investigators at the Boston and North Little Rock VAMCs and will fall under the 
purview of the Central IRB and the R&D Committees at those facilities. Study 2 research 
activities, i.e. telephone interviews with Veterans, will be conducted by research assistants 
located at VABHS and CAVHS, and will also fall under the purview of the Central IRB and the 
R&D Committees at those facilities.  

 

B.  Individuals and their Specific Roles in the Study 

Study 1: No protected health information will be collected during the provider interviews so study 
team members will not have access to protected health information (PHI) for Study 1. The 
interview will ask about how care is organized and delivered in the General Mental Health clinic 
and does not include personal health questions.  However, the team members will have access 
to personally identifiable information (PII) for Study 1 such as GMH employee names, positions 
and contact information. (Please see Section 7.0 Privacy and Confidentiality for data security 
safeguards.) 

Study 2: Study 2 will involve collection of PHI as well as PII for Veterans.  

Specific roles and permissions are summarized in this bulleted list and in the table below. 

• Mark S. Bauer, MD (PI, VABHS) is an experienced health services researcher, 
implementation scientist, and VA administrator who has contributed to the CCM 
literature and the codification of hybrid designs. He serves as an Associate Director of 
the Boston-Bedford HSRD Center of Innovation, The Center for Healthcare Organization 
and Implementation Research (CHOIR). He will oversee all aspects of the evaluation, 
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will serve as an External Facilitator and consult on analysis of research and operations 
program evaluation data with the assistance of Rachel Riendeau, BA (Project Manager, 
Quantitative Data Lead, VABHS) and Kelly Stolzmann, MS (Programmer Analyst, 
VABHS).  Dr. Bauer will have access to provider PII (Study 1) and will have access to 
Veteran PHI and PII (Study 2).  He will not consent subjects for Study 1 or Study 2.  Ms. 
Riendeau and Ms. Stolzmann will have access to provider PII (Study 1) and Veteran PII 
and PHI (Study 2).  Ms. Stolzmann will not consent subjects but Ms. Riendeau will 
consent Veterans (Study 2).   

• Martin Charns, DBA (Co-I, VABHS) is a senior investigator and the Co-Director 
Emeritus of CHOIR and a Professor in the Boston University School of Public Health. He 
will apply his expertise in organizational science and change to interpreting provider 
interview data.  He will not have access to provider PII (Study 1) or Veteran PII or PHI 
(Study 2) and will not consent subjects.  

• A. Rani Elwy, PhD (Co-I, VABHS) is an accomplished qualitative researcher at CHOIR 
and will oversee data analysis for the qualitative interviews and consult on 
implementation processes. She will have access to provider PII (Study 1) but not 
Veteran PII or PHI (Study 2) and will not consent subjects.  

• Jennifer Sullivan, PhD (Co-I, VABHS) will conduct, code and analyze the provider 
interviews. She will have access to provider PII and will consent provider subjects (Study 
1) but will not have access to Veteran PII or PHI nor consent Veteran subjects for Study 
2.   

• Alicia Williamson (Research Assistant, VABHS) will assist Drs. Sullivan and 
Drummond in scheduling the provider interviews and note-taking during the interviews.  
She will conduct telephone interviews of Veterans (Study 2) and will have access to 
provider PII (Study 1) and Veteran PII and PHI (Study 2) and will consent subjects for 
Study 2. 

• Allie Silverman and Shefali Sanyal (Research Assistants, VABHS) will conduct 
Veteran interviews (Study 2).  They will not have access to provider PII (Study 1) but will 
access Veteran PII and PHI (Study 2) and will consent subjects in Study 2. 

• Robert Lew, PhD (Co-I, VA Boston Cooperative Studies Coordinating Center) is a 
senior biostatistician with extensive experience in clinical trials design and execution, 
including nested analyses and multi-level adjustment in GLM.  He will consult on 
qualitative data analyses from the perspective of having participated in site balance 
during randomization.  He will not have access to provider PII (Study 1) but will have 
access to Veteran PII and PHI (Study 2) and will not consent subjects. 

• Christopher J. Miller, PhD, (Co-I, VABHS) is a clinical psychologist who completed his 
HSR&D post-doctoral fellowship under Dr. Bauer.  He is experienced in qualitative 
interviews from several projects and has been a leader in developing CCM self-
management program and provider education materials.  He will serve as an External 
Facilitator and as the Facilitation Intervention Lead and contribute to qualitative data 
analyses.  He will have access to provider PII (Study 1) and will not consent subjects.  
He will have access to Veteran PII and PHI but will not consent subjects (Study 2) 

• Bo Kim, PhD (Co-I, Boston) is a former OAA Postdoctoral Fellow and is an investigator 
at CHOIR. She will serve as an External Facilitator and contribute to qualitative data 



  Version 12 Amended (2-16-18) VA Central IRB Protocol Template – version 10/26/2012 Page 24 of 43 
 

analyses.  She will have access to provider PII (Study 1) but not Veteran PII or PHI 
(Study 2) and will not consent subjects. 

• Samantha L. Connolly, PhD (Co-I, Boston) is a current Postdoctoral Fellow at CHOIR 
and a licensed clinical psychologist. She will assist with qualitative and quantitative 
analyses (Study 1 and Study 2) and with conducting provider interviews as well as the 
telephone interviews with Veterans. She will conduct telephone interviews of Veterans 
(Study 2) and will have access to provider PII and will consent provider subjects (Study 
1). She will have access to Veteran PII and PHI (Study 2) and will consent subjects for 
Study 2. 

• JoAnn E. Kirchner, MD (Co-I, CAVHS) is the Director of Mental Health QUERI and an 
expert in External Facilitation.  She will provide ongoing consultation on External 
Facilitation during the study.  She will have access to provider PII (Study 1) and Veteran 
PII and PHI (Study 2) but will not consent subjects. 

• Karen Drummond, PhD (Co-I, CAVHS) will assist in conducting the provider interviews 
as well as the telephone interviews of Veterans.  She will have access to provider PII 
and will consent provider subjects (Study 1) and conduct telephone interviews of 
Veterans (Study 2). She will have access to Veteran PII and PHI (Study 2) and will 
consent subjects for Study 2. 

• Jeffery Pitcock, MPH (Data Analyst, CAVHS) is responsible for programming the 
REDCap database and data collection instruments for Study 2.  He will have access to 
provider PII (Study 1) and Veteran PII and PHI (Study 2). He will also conduct telephone 
interviews of Veterans (Study 2) and will consent subjects. 

• Laura O. Wray, PhD (Co-I, VAWNYHCS) is the director of the VA Center for Integrated 
Healthcare.  She will serve as the Local Site Investigator and will supervise the 
VAWNYHCS research assistants in data collection.  She will have access to Veteran PII 
and PHI (Study 2) but will not consent subjects. 

• Lee Bernstein, BA, April Eaker, BA, Lauren Rodriguez, BA, and Michael Owings, 
BS (Research Assistants, VAWNYHCS) will conduct Veteran interviews (Study 2).  
They will not have access to provider PII (Study 1) but will access Veteran PII and PHI 
(Study 2) and will consent subjects in Study 2. 

• David W. Oslin, MD (Co-I, PVAMC) is the Director of the VISN 4 Mental Illness, 
Research, Education, and Clinical Center (MIRECC) and the Chief of Behavioral Health 
at the Philadelphia VAMC.  He will serve as the Local Site Investigator and will supervise 
the PVAMC research assistant in data collection.  He will have access to Veteran PII 
and PHI (Study 2) but will not consent subjects. 

• Ashley Hagerty, BS (Research Assistant, PVAMC) will conduct Veteran interviews 
(Study 2).  She will not have access to provider PII (Study 1) but will access Veteran PII 
and PHI (Study 2) and will consent subjects in Study 2.  
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Study Staff Member Study 1: Access to 
Provider PII? 

Study 2: Access to 
Veteran PII or PHI? 

Obtain consent from 
providers (Study 1) or 
Veterans (Study 2)? 

Mark S. Bauer Yes  Yes No 
Martin Charns No No No 
A. Rani Elwy Yes No No 
Rachel Riendeau Yes Yes Study 2 
Shefali Sanyal No Yes Study 2 
Robert Lew No Yes No 
Kelly Stolzmann Yes Yes No 
Christopher Miller Yes Yes No 
Bo Kim Yes No No 
Jennifer Sullivan Yes No Study 1 
Alicia Williamson Yes Yes Study 2 
Allie Silverman Yes Yes Study 2 
Samantha L. Connolly Yes Yes Study 1, 2 
JoAnn Kirchner Yes Yes No 
Jeffery Pitcock Yes Yes Study 2  
Karen Drummond Yes Yes Study 1, 2 
Laura O. Wray No Yes No 
Lee Bernstein No Yes Study 2 
April Eaker No Yes Study 2 
Lauren Rodriguez No Yes Study 2 
Michael Owings No Yes Study 2 
David W. Oslin No Yes No 
Ashley Hagerty No Yes Study 2 
 

 

C.  Contracting and Business Associates Agreement 

The investigators have contracted with the Ethnographic Methods and Implementation Core 
(EMIC), located at the VA Iowa Healthcare System (Iowa City, IA), an internal VA transcription 
service, to transcribe the digitally recorded semi-structured provider interviews (Study 1).  The 
investigator team executed a data use agreement (DUA) with the service (Appendix 1).  They 
will receive the recorded interviews and return verbatim transcriptions to the investigators as 
described in Study Procedures. All study data sent between EMIC and VA Boston will be 
transferred via secure file transfer behind the VA firewall.   Handbook 6500.6 establishes VA’s 

procedures, responsibilities, and processes for implementing security in appropriate contracts 
and acquisitions in which VA sensitive information is stored, generated, transmitted or 
exchanged by VA and a contractor regardless of format and whether it resides on a VA or a 
non-VA system. In the event that EMIC does not have capacity, we will engage another 
qualified transcription provider and execute the required data use agreement as we have done 
in the past.   

5.0 Study Procedures 
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5.1 Study Design 
 

Study 1 (Providers) 

A. Experimental Design 

Research qualitative assessments of provider perceptions of care will be conducted in the 
context of the OMHO-sponsored randomized program evaluation described above.  Utilizing a 
stepped wedge design50,58-60, REP-F implementation support will be provided to 9 volunteer 
VAMCs in three waves of three sites each.  Providers will be consented to undergo semi-
structured interview prior to and after 12 months of REP-F support, consenting for both 
interviews at enrollment.  Interview data will be analyzed qualitatively; utilizing both directed 
content analysis to identify CCM elements in use as well as grounded thematic analysis to 
identify implementation barriers and facilitators. 
  
Four BHIP providers will be recruited at each of 9 VAMCs receiving REP-F support, using 
recruitment techniques from our prior project, QUERI RRP #13-237/VA CIRB#13-48.  We will 
work with VAMC Mental Health leadership to identify all providers working within the local BHIP 
team. From that list we will select four providers per site, including at least one physician, 
psychologist, registered nurse, advanced practice nurse, medical support assistant, peer 
support specialist and social worker in each group. Note that VAMC Mental Health leadership 
will not be informed of which particular providers we selected, or whether any participants 
refused or agreed to the interview. The interviewer and assistant will take field notes after each 
interview, noting key issues that arose, immediate impressions of the interviewee’s perspectives 

on BHIP implementation and what impact BHIP care appears to have on patients and providers. 
We will audio record these interviews and they will be transcribed by EMIC, located at VA Iowa 
City Healthcare System, and its contracted replacement.  We will reconcile transcripts and 
interview notes and code interviews using a rapid assessment procedure, an anthropological 
approach to assessing real-time processes and procedures to rapidly inform policy development 
55. Coding will focus on: discriminating presence or absence of each of the six CCM 
components in BHIP care. 

B. Minimization of Risk 

See (D) below. 

C. Study Population 

The study population will consist of four BHIP providers at each of 9 participating VAMCs.  The 
names of eligible providers (the population) will be supplied by the VAMC and the sampling and 
consenting will be done by investigators from VABHS.   

Four BHIP providers from each of 9 sites, including at least one physician, psychologist, 
registered nurse, advanced practice nurse, medical support assistant, peer support 
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specialist and social worker (for a total of 36 providers) will be needed.  Each will be 
interviewed prior to and after 12 months of REP-F support.  If an individual consented at 
baseline (the initial interview) declines to participate at 12 months, or has left VA 
employment, another BHIP provider will be consented and interviewed. 

 

D. Added Protections for Vulnerable Populations 

This research will be conducted with employees, a vulnerable population with which we are 
quite experienced.  For the telephone interview with providers, we will utilize the Central IRB-
approved study fact sheet with the elements of informed consent which details potential risks 
and precautions taken to guard against the risks. Recognizing that employees are vulnerable 
subjects, the consent process will emphasize that the interviews are voluntary and confidential 
and that their participation or non-participation will not be reported to the employee subjects’ 

supervisors or managers.  For instance, even if we do not meet recruitment goals, we will not 
disclose this information to supervisors and managers since it could imply noncooperation by 
some or all of the employees potentially involved. Importantly, no individual level data will be 
reported from any source; all data will be reported in aggregate form to ensure that any findings 
from the study cannot be traced back to any specific provider.  That is, not only will names not 
be disclosed; we will not disclose sufficient information to trace back data deductively to its 
source.  For instance, if a transcript reveals that a social worker said, “I cannot get sufficient 
medication support from the psychiatrist to do good care management” those data would remain 

confidential with the investigator team; for scientific presentations, publications, or other reports 
such data might be reworded, “I cannot get sufficient support from the other disciplines to do my 
job effectively.”  We have utilized such redaction methods in our previous work 53. 

E. Data Storage 

There will be no specimens or specimen banking. 
 
All information on individual subjects will be kept confidential on restricted-access server files 
behind the VA firewall. Access to the analytic files within VA will be limited to the principal 
investigator and those team members involved in the analyses. Individually unique user 
identification codes and passwords are necessary to access the network. Accounts and 
passwords comply with existing VA policy and procedures.  
 
Digital recordings of the telephone provider interviews will be downloaded to secure restricted-
access server files behind the VA firewall following the interviews and then immediately deleted 
from the devices. 
 
Hard copies of the provider interview transcripts will be kept in a locked area of research space 
at engaged VAMCs (VABHS, CAVHS). Hard copies will be maintained in accordance with the 
VA Record retention schedule: 
www1.va.gov/VHAPUBLICATIONS/RCS10/rcs10-1.pdf  
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Only research project staff with credentials and permission to use the data will have access to 
the data.  
 
Study 2 (Veterans) 
 
A. Experimental Design 

One of the innovative aspects of this multi-site study is that we will take a population-level 
approach to assessing health status and perceptions of care. Thus, at each of the nine sites in 
which we are delivering our REP-F facilitation intervention at the provider level, we will also 
conduct telephone-based quantitative interviews with Veterans receiving care through the local 
BHIP team. We will administer these interviews to 85 Veterans at each of three time points at 
each site: at the start of our facilitation, midway through facilitation (Month 6), and at the end of 
facilitation (Month 12).  

Similar to our procedures in QUERI RRP 13-237/VA CIRB 13-48, Mental Health Service 
administration at each of the nine sites will provide investigators with the clinic names for 
clinicians who have treated Veterans in BHIP clinics over the past year.  We will request a 
HIPAA Waiver of Authorization (attached) to access Veteran data since the conduct of this 
research would not be practical or valid if individual subject contacts were necessary.  From 
this, we will identify all Veterans who received 2 or more outpatient encounters in that clinic in 
the prior year; from this point forward, Veterans will be identified by scrambled SSN (SCRSSN) 
rather than SSN or name.  We will gather the following data on these Veterans via the CDW:  
demographics (age, gender, minority status, marital status, disability), psychiatric diagnoses in 
the past year, cardiometabolic diagnoses (hypertension, hyperlipidemia, obesity, diabetes 
mellitus), service utilization (inpatient days, outpatient visits), and medication usage.   

We will exclude those with an encounter for a diagnosis of dementia (ICD-9 code 290.xx, 294.1, 
331.0).  We will then mail-out a study information packet including an opt-out postcard (details 
below). We will then submit a look-up file of the SCRSSNs of those Veterans to staff at the 
CDW, and they will provide name and mailing address information for them so that packages 
can be mailed. Each of these potentially eligible Veterans will be mailed the study information 
package consisting of (1) a study information fact sheet from a member of our research team; 
and (2) an opt-out postcard and (3) an invitation letter (see Appendix 4). The recruitment letters 
will include a callback number for research staff and will state that, if we do not receive a phone 
call or the opt-out postcard within two weeks from the date of the mailing, a research assistant 
may call the Veteran to explain the study in more detail. The opt-out postcard strategy has been 
used in other research studies and has been highly successful (e.g. it obtained approximately a 
25% participation rate for phone-based Veteran interviews in Dr. Jeffrey Pyne’s CREATE 12-
300/VA CIRB 13-29).  

Verbal consent will be obtained during the initial phone call. We will request a Waiver or 
Alteration of Informed Consent (attached) to allow for verbal rather than written consent 
procedures.  



  Version 12 Amended (2-16-18) VA Central IRB Protocol Template – version 10/26/2012 Page 29 of 43 
 

For those who meet eligibility criteria and agree to participate in the study, the research 
assistant will then verbally administer (over the telephone) a battery that includes self-reported 
race/ethnicity and employment status, the Patient Assessment of Chronic Illness Care 
(PACIC)61, the Quality of Life, Enjoyment, and Satisfaction Questionnaire (QLESQ)62, the 
Satisfaction Index63, and the Veterans Rand 12-item Social Functioning measure (VR-12)64, 
found in Appendix 5.  This includes a total of 51 items.  The Veteran will be given the 
opportunity to have the health status measures (VR-12, Q-LES-Q) communicated to the VA 
provider of their choice.   Communication with the provider will be done via encrypted email from 
the research assistant within one business day (see email text, Appendix 6) 

Our recruitment goal is to administer telephone-based interviews to 85 Veterans at the start of 
the REP-F facilitation implementation (Month 0) at each site, and to re-contact these same 
Veterans for follow-up interviews using the same measures at Month 6 and Month 12. We 
anticipate approximately 15% dropout at each of these time points, and will replace such 
dropouts from our original pool of Veterans who were sent the study information package but 
who did not opt out of the study.  The overall goal is to therefore administer telephone-based 
interviews to 85 Veterans at each of these three time points, some of whom will have been 
interviewed three times, some twice, and some once.  Consent script will reflect this 
heterogeneity, asking permission to be interviewed “up to three times in the next 12 months,” 

and will be adjusted accordingly for those who are interviewed for the first time at 6 months (“up 

to twice in the next six months”) or at 12 months (one-time interview).  Our generalized linear 
modeling statistical approach can manage this heterogeneity in the sample (see below). 

Note that we also provide the Veteran with the option to communicate his/her health status to 
the provider of their choice, to support the use of measurement-based care.  This will be done 
via email using the template in Appendix 6.  Note that this process is independent from the harm 
risk screening and mitigation procedures described in the next section. 
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B. Minimization of Risk 

Personal identifiers (names and mailing addresses) will be collected and kept until the VA 
Record retention schedule allows their destruction. Data from the telephone-based interview will 
be given a unique numeric code; the coding crosswalk will be available only to the VA Boston 
research study team.  
 
As above, eligible Veterans will receive the study information package including a description of 
the study, and an opt-out response postcard. The study description will emphasize that 
participation is entirely voluntary, and Veterans may opt out of any further contact from the study 
team by calling the included phone number or returning the opt-out response postcard.  
 
Once the study research assistant reaches the Veteran by telephone, the research assistant will 
review the elements of informed consent (see Appendix 5 for interview script). The research 
assistant will also emphasize that completion of the telephone interview is entirely voluntary, 
and the Veteran may decline to complete it or may skip items for any reason.  
 
Note that the telephone-based interview items, mainly drawn from our RRP protocol, are from 
instruments that have been published and widely used as health status or healthcare process 
self-report assessments, or are being used by VA operational assessments. None are probing, 
uncovering, or projective questions that would tend to cause emotional upset. 
 
Nonetheless, we have taken extreme care to put in place a process to respond to potential harm 
risk that may be disclosed during the telephone interview.  This harm risk procedure follows the 
protocol utilized by OMHO in their Veterans Outcome Assessment, which randomly selects 
Veterans newly enrolled in mental health clinics across the country and assesses their health 
status and satisfaction with care in a longitudinal evaluation process.  Moreover, we have 
substantive support from the OMHO Veterans Crisis Line, who will provide 24/7 access for our 
interviewers in the event that a Veteran discloses harm risk (see Weaver letter Appendix 7). 
 
Specifically, as with the OMHO Veterans Outcome Assessment protocol, each Veteran will be 
screened during the interview of current thoughts of harm to self using the suicidality item from 
the PHQ-9, a depression measure widely used in VA clinical care.  Those who screen positive 
for any thoughts of harm to self will then be assessed with P4 suicidality screener65.  The P4 
stratifies respondents into three risk strata, each with a corresponding risk response: 

• Minimal Risk 
• Lower Risk 
• Higher Risk 

Veterans who screen into any of these risk categories will be offered access to the Veterans 
Crisis Line (800-273-TALK), and be encouraged to contact their provider.  The research 
assistant will also contact the study clinician (Dr. Bauer, Dr. Miller, or Dr. Kirchner) who will send 
an encrypted email notification to the Suicide Prevention Coordinator at their VA medical center 
detailing the risk stratification and relevant interview notes regarding response to harm risk 
questions.  Email notification will be sent within one business day.  As part of Veterans Crisis 



  Version 12 Amended (2-16-18) VA Central IRB Protocol Template – version 10/26/2012 Page 31 of 43 
 

Line support, they are also providing our interviewers with a special internal phone number and 
rapid-response email group for situations in which a Veteran requires warm handoff.  For less 
acute follow-ups, as with the OMHO survey, we choose to contact the Suicide Prevention 
Coordinator rather than the Veteran’s provider because the Veteran may be cared for by 
multiple providers, or may not know who to contact, or may refuse to give a provider’s name, 

and the Suicide Prevention Coordinator is in the best position to identify and contact the 
appropriate provider locally.  Additionally, if the research assistant is in any way concerned 
about harm risk in the moment, and the Veteran refuses warm hand-off to the Veterans Crisis 
Line, they themselves will contact the Veterans Crisis Line and provide the name and contact 
information for the Veteran.  This will also be communicated via email from the study clinician to 
the Suicide Prevention Coordinator within one business day.  The risk stratification and 
response scheme and relevant email texts are found in Appendices 5 and 6. 
 
If the Veteran refuses to answer any harm risk questions, the study clinician may conduct an 
initial assessment of likelihood of harm with the Veteran to determine if contacting the Suicide 
Prevention Coordinator and/or the Veterans Crisis Line on the Veteran’s behalf is necessary to 
prevent harm to the Veteran or others. 
 
Each potential respondent will have a unique personal identifier.  The linking file and personal 
identifying information will be known only to study personnel at VABHS and CAVHS involved 
with the data preparation and analyses on a need-to-know basis.  
 
C. Study Population 

The study population consists of Veterans who have had 2 or more outpatient encounters with a 
BHIP team clinician at the nine participating sites within the prior year.  We exclude those with 
an encounter for a diagnosis of dementia in the prior year, as outlined above. Our selection of 
participants for the telephone-based interview will result in a sample that mirrors the gender and 
racial distribution of the Veteran population treated within those BHIP teams.  

D. Added Protections for Vulnerable Populations 

We are sampling Veterans by identifying those who have seen specific providers—i.e., 
providers practicing in BHIP teams.  However, since we are taking a population-based 
approach, we are interested in population-level analyses.  We thus will not analyze data in a 
manner that could provide profiles of, e.g., health status or medication usage that could be 
tracked back to an identified Veteran. 

E. Data Storage 

All information on individual subjects will be kept confidential on restricted-access server files 
behind the VA firewall at VABHS and CAVHS. Veteran interview data will be entered directly 
into and stored in the VA’s Research Electronic Data Capture (REDCap) system at CAVHS 
within the VA firewall (no hard copies of interview data will be made).  Access to the analytic 
files within VA will be limited to the principal investigator and those team members involved in 
the analyses. Individually unique user identification codes and passwords are necessary to 
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access the network. Accounts and passwords comply with existing VA policy and procedures. 
Access to the CDW databases requires authorization by VA national data systems which the 
study data analysts have received.  
 
Hard copies of the provider interviews (Study 1) will be kept in a locked area of CHOIR space at 
VABHS. No hard copies of Veteran interview data will exist since data will be entered directly 
into REDCap; opt-out postcard responses will be kept in a locked area of CHOIR space at 
VABHS.  Hard copies will be maintained in accordance with the VA Record retention schedule: 
www1.va.gov/VHAPUBLICATIONS/RCS10/rcs10-1.pdf  
 
Only research project staff with credentials and permission to use the data will have access to 
the data.  
 
All data entry will take place behind the VA firewall, by research team members. The data files 
will be stored in restricted-access, secure server drive restricted for project-specific work.  All 
data analyses for Study 1 and Study 2 will also take place on restricted-access, secure server 
drives restricted for project-specific work. 
 

5.2 Recruitment Methods 
 

Study 1 (Providers) 

A.  State how many subjects will be needed. 
Four BHIP providers from each of 9 sites, including at least one physician, psychologist, 
registered nurse, advanced practice nurse, medical support assistant, peer support 
specialist and social worker (for a total of 36 providers) will be needed.  Each will be 
interviewed prior to and after 12 months of REP-F support.  If an individual consented at 
baseline (the initial interview) declines to participate at 12 months, or has left VA 
employment, another BHIP provider will be consented and interviewed. 
  
B.  Describe when, where, how and by whom potential subjects will be identified 
and recruited.  
Each VAMC’s Mental Health Service will provide the names of eligible providers to the 
investigators and will send an email introducing the study (attached) to eligible providers.  
Investigators will then randomly order the list of eligible providers according to discipline 
and invitations will be made via email in order until the desired sample size is reached.  
Each provider will receive an initial invitation and one follow-up email.  If insufficient 
responses are available in a given discipline, we will recruit other eligible discipline 
members to achieve the desired sample size of four providers per VAMC.  No follow-up 
urging or communication regarding recruitment will be requested from Mental Health 
Service after the first email of introduction in order to reduce the potential for coercion or 
assessment of participation by an employee’s supervisor.  
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C.  Describe materials that will be used to recruit subjects, e.g., advertisements.  
Include materials as an appendix or separate attachment. 
Two emails will be sent to providers who may be eligible to participate in the study 
(attached). The first, from the Mental Health Service, will describe the study to potential 
participants but is for informational (rather than recruitment) purposes ONLY.  
The second email, from the study investigators, will be used to recruit potential 
participants and will only be sent after the mental health service chief has sent the first 
email. Each provider will receive an initial invitation and a follow-up email (up to three 
times) and follow-up by telephone (up to two times) to determine willingness to 
participate.  
 
D.  Describe any payments to subjects 

None. 

Study 2 (Veterans)  

A.  State how many subjects will be needed.  
Eighty-five Veterans treated by BHIP teams at each of the nine sites for each of three 
study time-points will be needed.  As outlined above, we will recruit a sufficient number 
of Veterans to reach this number at each time point at each VA medical center. 
 
B.  Describe when, where, how and by whom potential subjects will be identified 
and recruited.  
See Section 5.1 (Study2) A. above. 
 
C.  Describe materials that will be used to recruit subjects, e.g., advertisements.  
Include materials as an appendix or separate attachment. 
The study information package is attached (Appendix 4), as is the telephone interview 
script to be used by the research assistant for telephone follow-up (Appendix 5). No 
additional recruitment materials will be utilized.   
 

D.  Describe any payments to subjects 

None. 

 
Note on Engagement in the Conduct of Research 
We consider BHIP sites not to be engaged in the conduct of research, as described in the U.S. 
Department of Health and Human Services, OHRP, Guidelines on Engagement of Institutions in 
Human Subjects Research, particularly Section III.B 
(http://www.hhs.gov/ohrp/policy/engage08.html) 

Sites whose roles are limited to providing subjects for this research project are considered not 
engaged in research (though of course VABHS and CAVHS are engaged in research by virtue 
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of their investigators on the study).  Specifically, the 9 participating VAMCs will provide 
information about the study to the population of eligible providers.  They will also release 
information to the investigators on potential subjects, including identifiable information; however, 
the provision of such information is consistent with VAMC operational (non-research) duties, 
such as they would do for External Peer Review, OMHO reviews, and other internal business or 
clinical operational tasks.  Their staff will not conduct interviews, provide interventions, or 
consent subjects.  Furthermore, their role in providing information will not merit professional 
recognition or publication authorship of study results. We will notify facility leadership before we 
arrive on-site to engage in any recruitment activities or conduct the interviews.  

 
 

5.3 Informed Consent Procedures 
 

Study 1 (Providers) 

We will interview 4 providers at each of the 9 BHIP sites for a total of 36 providers.  Dr. 
Sullivanand Dr. Drummond will conduct the interviews by telephone which will be audio 
recorded.  The providers will be interviewed 2 times over the course of the study: one 
time before the facilitation process and a second time 12 months later.  The investigators 
obtaining consent are from VABHS and are health services researchers experienced at 
obtaining informed consent.  We will consent the providers for both interviews in a single 
consent prior to the first interview.  If an individual consented at baseline (the initial 
interview) declines to participate at 12 months, or has left VA employment, another BHIP 
provider will be consented and interviewed. 

 

For the telephone interview with providers, we will utilize the Central IRB-approved study fact 
sheet with the elements of informed consent which details potential risks and precautions taken 
to guard against the risks. The study fact sheet will be included with the provider interview 
invitation.  Recognizing that employees are vulnerable subjects, the consent process will 
emphasize that the interviews are voluntary and confidential and that their participation or non-
participation will not be reported to the employee subjects’ supervisors or managers nor will the 
content of the interview be reported.  While documentation of informed consent is not required 
for telephone interviews, at the start of the interview, we will review the study fact sheet 
elements of consent and ask the provider if he/she verbally consents to conducting the interview 
and to recording the interview.  If the provider consents to audio recording, we will repeat the 
verbal consent so that it is captured on the recording.  A note taker will assist at the interviews 
should a provider be willing to conduct an interview but would prefer that no audio recording be 
made. 

Study 2 (Veterans)  
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We are seeking a Waiver or Alteration of the Informed Consent process as well as a Waiver of 
Documentation of Informed Consent for the telephone-based interview.   For the telephone 
interview with Veterans, we will utilize the Central IRB-approved study fact sheet with the 
elements of informed consent which details potential risks and precautions taken to guard 
against the risks. The study fact sheet will be included with the Veteran interview invitation.  
Veterans will also receive an opt-out postcard to return if they do not wish to participate in the 
telephone interviews. If Veterans choose not to return the opt-out postcard, they will receive a 
telephone call asking them to participate in the telephone survey. The Veterans will have 2 
opportunities to consent or not consent to participation: the return of the opt-out postcard and at 
the start of the telephone interview.  As part of the informed consent process at the start of the 
interview, we will review the elements of consent and answer any questions the participant may 
have about participation.   By answering the interview questions, the Veterans are consenting to 
participate in the study. 

 

5.4 Inclusion/Exclusion Criteria 
 

Study 1 (Providers) 

Inclusion criteria: Employees must be Mental Health staff who are members of BHIP teams at 
participating sites.  

Exclusion criteria: Within the broader population of BHIP staff as defined by the inclusion 
criterion above, there will be no exclusion criteria.  

Study 2 (Veterans) 

Inclusion criteria to receive the study information package: to be eligible to participate, 
Veterans must have had 2 or more encounters with a BHIP team clinician at one of the nine 
sites in the prior year and be at least 18 years of age.   

Exclusion criteria to receive the study information package: Veterans with an encounter for 
dementia within the prior year will be excluded from participation.  

 

5.5 Study Evaluations 
 

Study 1 (Providers) 

The provider interview is attached.  This is a semi-structured interview adapted from one of our 
prior CCM studies 53, designed to assess the concordance of care for returning Veterans with 
CCM principles. We have adapted the interview for use in the BHIP initiative with a particular 
focus on (1) eliciting CCM components that are vs. are not present in GMH care along with an 
assessment of existing system redesign processes and (2) implementation barriers and 
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facilitators based on the work of Powell 57 and Kirchner 45.  The interview lasts approximately45- 
45-60 minutes.  The interviewer and assistant will take notes during the interview, and the 
interview will be audio recorded and transcribed verbatim.   

Study 2 (Veterans)  

The text of the telephone-based interview is attached (Appendix 5). It will include verbal 
administration of the PACIC, Q-LES-Q, Satisfaction Index and VR-12, plus self-reported 
race/ethnicity and current employment status.   

 

5.6 Data Analysis 
 

Study 1 (Providers)  

The sample size of four providers per VAMC each interviewed twice (72 total interviews, across 
36 distinct providers) is based on prior developmental qualitative experience and should suffice 
to illustrate the themes and variability that will emerge.  Data will be analyzed by investigators 
working behind the VA firewall on password-protected servers at VABHS and CAVHS. 

Transcripts, augmented with interviewer notes, will be reconciled and subjected to qualitative 
analyses (directed content analysis and grounded thematic analysis), aided by NVivo qualitative 
data management software or equivalent.  We will code interviews using a rapid assessment 
procedure, an anthropological approach to assessing real-time processes and procedures to 
rapidly inform policy development 55.  Coding will focus on: (1) discriminating presence or 
absence of each of the six CCM components in “typical” GMH care, and (2) perceived and 
desired implementation support57; in this we will also particularly attend to attitudes and 
capabilities regarding using informatics to communicate with patients and other providers.  
Regarding the presence versus absence of the six CCM components, we expect the rank order 
of evaluations to indicate that post-REP-F care is more consistent with CCM elements than pre-
REP-F care. 

Data from qualitative analyses will serve two purposes.  First, directed content analysis56 
focusing on identification of CCM elements will provide data with which to assess fidelity to the 
intervention dependent variable for our research hypothesis.  Second, grounded thematic 
analysis54 will contribute to the implementation science literature regarding barriers and 
facilitators of implementation. 

To conduct the directed content analysis56 to identify CCM elements, Dr. Sullivan will identify 
quotes relevant to the presence or absence of each of the six CCM elements.  Quotes will be 
deidentified and information regarding the provider, site, and pre/post implementation status of 
each quote will be kept confidentially by Dr. Sullivan.  After the final interview is conducted, 
deidentified quotes will be consolidated into a “quote pool” and each quote will be coded by Drs. 

Drummond, Sullivan, Elwy, Kim, and Miller dichotomously as to the presence/absence of a 
CCM element in the quote, using the codebook developed in the RRP.  Coding will be done 
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without knowledge of provider, site, or time of interview.  Quote ratings (CCM element = 
present/absent) will then be reassembled into a coding sheet for each interview, organized 
according to each of the six CCM elements.  If no quotes support the presence of a particular 
CCM element, it will be coded as absent.  Each of the 72 interviews will then be summarized 
with regard to which CCM elements were endorsed as present during the interview, and an 
overall score (0-6 for the number of CCM elements endorsed as present) will be assigned for 
each interview.  These CCM scores for each of the 72 interviews (4 providers/site, 9 sites, pre- 
and post-implementation) will then be rolled up to the site level, taking the mean interview CCM 
score as the overall site score.  These 18 site-level scores (two scores each for each of the 9 
sites, one pre-implementation and one post-implementation) will serve as the basis for 
analyses. 

Formal statistical analyses of directed content analysis data are not appropriate56.  However, 
our a priori hypothesis is that for each site CCM scores will increase from pre- to post-
implementation, and we will be able to describe the degree to which this occurred within and 
across sites.  Additionally, we will assess individual elements from provider’s ratings in each site 

to identify patterns of implementation across sites for individual CCM elements, which would 
add internal consistency and validity to our conclusions; that is: common patterns would support 
(though not prove56) generalizability of implementation strategy effects.   

To conduct the grounded thematic analysis, Drs. Drummond, Sullivan, Elwy, Miller, and Kim 
will separately code interviews using previously developed grounded thematic analysis54 codes, 
paying particular attention to newly emergent codes and factors that might be barriers or 
facilitators to future implementation efforts57.  These analyses will also be used to contextualize 
and explain our direct content analyses above. 

Study 2 (Veterans) 

For the three administrations of the telephone-based Veteran interview at each site, repeated 
measures general linear model analyses (GLM)81-83 will control for site characteristics (between-
site effects) and calendar time, which reflects secular trends (within-site effects, as well as the 
number of interview assessments each Veteran contributes. Based on Parchman’s stepped 
wedge CCM trial,73 discussions with Dr. Parchman, our experience with QUERI RRP 13-237/VA 
CIRB 13-48, and OMHO’s operational experience, we anticipate that maximal effects will not be 
seen until the end of the step-down period, i.e., after 12 months of implementation support; 
however, our approach also allows us to detect other patterns, e.g., prompt response at 6 
months and fall-off by 12 months. 
 
GLM quantifies and apportions the variance in outcome (e.g., VR-12 subscale scores) among 
relevant factors, thus isolating the change in outcome due to the primary contrast of interest (in 
this study, implementation support vs. waiting). GLM accommodates repeated measures 
(within-subject correlation), random effects (subject), moderate imbalance among independent 
factors (sites), and various types of missing data, as well as replacement of subjects who are 
not represented at each of the three study time points.84,85 GLM also allows us to explore results 
for patterns of unequal variance, relevant correlation structures, and variance component 
models to ensure that our results are robust. Additionally, the site sample sizes are large 
enough to explore many site-specific effects by adding site-interaction terms to the model. 
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5.7 Withdrawal of Subjects 
 

Study 1 (Providers) 

Provider subjects may withdraw from the study at any time by verbal request, which will be 
documented in the case file by the investigator. Withdrawal will not be communicated to any site 
staff in order to maintain confidentiality and avoid the potential for coercion. 

Study 2 (Veterans) 

As above, the study information package (mailed to eligible Veterans) will include an opt-out 
postcard as well as a phone number for Veterans to call if they do not wish to participate. 
Furthermore, once contacted by phone by the study research assistant, Veterans will once 
again have the opportunity to withdraw by simply verbally declining to participate at any time.  

6.0 Reporting 
 

Dr. Bauer will lead regular study investigator meetings and will formally query the investigator 
team specifically for any serious adverse events, unanticipated occurrences related to subject 
safety, breaches of study protocol or confidentiality no less than quarterly, as he has done for 
past studies (IIR #10-314 and RRP#13-237/VA CIRB 13-48).  Study investigators will also be 
directed to bring any such problems to the attention of the PI as they occur.  The PI will report 
relevant occurrences both to the Central IRB and to the site R&D Committees per VA 
procedures. 

7.0 Privacy and Confidentiality 
 

See also Section 4.D, “Added Protection for Vulnerable Populations.” 
 
Investigators will not disclose subjects’ PII (Study 1) or PHI (Study 2).  All investigators and staff 

engaged in research will have complied with all VA research training requirements prior to 
beginning participation in this study.  
 
 
All information on individual subjects will be kept confidential on restricted-access server files 
behind the VA firewall. Study staff will obtain a list of the names and addresses of BHIP staff 
from mental health leadership at each site in order to recruit providers to complete telephone 
interviews.  The study PI and Qualitative Lead will maintain an electronic file linking identification 
numbers to the names of the provider interview participants (Study 1 “crosswalk”), with a similar 
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file for Veterans maintained by the study PI and Study 2 staff, Ms. Stolzmann, Ms. Riendeau, 
and Mr. Pitcock. These files will be in a folder that is separate from other research data.  Access 
to the analytic files within VA will be limited to the principal investigator and those team 
members involved in the analyses. Individually unique user identification codes and passwords 
are necessary to access the network. Accounts and passwords comply with existing VA policy 
and procedures.  
 
Hard copies of subject responses (Study 1 provider interviews; Study 2 opt-out postcards) will 
be kept in a locked area of CHOIR space at VA Boston Healthcare System. Hard copies will be 
maintained in accordance with the VA Record retention schedule 
(www1.va.gov/VHAPUBLICATIONS/RCS10/rcs10-1.pdf). Only research project staff with 
credentials and permission to use the data will have access to the data. 
 
Involvement of Outside Vendors 
 
There are no outside vendors contracted for this study at this time. 

8.0 Communication Plan 
 

All site approvals (VABHS, CAVHS, VAWNYHCS and PVAMC) will be obtained in compliance 
with Central IRB and local R&D procedures.  For each site participating but not engaged in 
research (in this study, the 9 sites receiving BHIP implementation facilitation), we will notify the 
Director prior to conducting research at his/her facility.  Also we will process any changes in the 
protocol, informed consent process, or cessation of engagement in research for any sites in 
concordance with Central IRB and local site procedures. 

The PI will meet regularly with the investigator team, which includes the Local Site Investigators 
from CAVHS (Dr. Kirchner), VAWNYHCS (Dr. Wray) and PVAMC (Dr. Oslin) and through this 
mechanism we will facilitate all above communications.  This process has worked well with the 
Central IRB-approved IIR #10-314 and RRP#13-237. 
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